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2. This REPORT consists of a total of 5 sheets, including this cover sheet. 

□ This report is also accompanied by ANNEXES, I.e. sheets of the description, claims andtor drawings which have 
been amended and are the basis for this report andybr sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 
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3. This report contains indications relating to the following items: 

I M Basis of the opinion 

II □ Priority 

III □ Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
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V E3 Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 

citations and explanations supporting such statement 

VI □ Certain documents cited 

VII □ Certain defects in the international application 

VIII □ Certain observations on the international application 
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I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70.17)): 

Description, Pages 

1-9 as originally filed 

Claims, Numbers 

1 -6 as originally filed 

Drawings, Sheets 

1/3-3& as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under 
Rule 55.2 andfor 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 
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5. □ This report has been established as if (some of) the amendments had not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 

No: Claims 1-6 

Inventive step (IS) Yes: Claims 

No: Claims 1-6 

Industrial applicability (IA) Yes: Claims 1-6 

No: Claims 

2. Citations and explanations 
see separate sheet 
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Re Item V 

Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

1 Reference is made to the following documents: 

D1 : Annates Frangaises de Chronometrie et de Microtechnique, Observatoire de 
Besancon. Besancon, Fr (1998), 47, 115-121 

2 Document D1 discloses (cf. the whole document) 

A breath actuated medicament dispensing device comprising: 

an aerosol container containing a pressurized medicament formulation equipped with 

a metered dose dispensing valve having a movable valve stem; 

a housing disposed about the aerosol container; 

a patient port in communication with the dispensing valve; 

priming means adapted to apply a bias to the valve stem relative to the aerosol 

container sufficiient to move the valve stem to fire the valve; 

restraining means movable between a blocking position in which it prevents said bias 
firing the valve and a release position in which it allows said bias to fire the valve; 
trigger means responsive to inhalation through the patient port to cause the 
restraining means to move from its blocking position to its release position; 
wherein the aerosol valve comprises: 
a valve housing; 

a tank component positioned within the valve housing; and 

a valve stem mounted within said valve housing and tank component sequentially 
movable between a first position, a second position and a third position as the valve 
stem is depressed in a single direction; 
such that: 

as the valve stem is moved from said first position towards said second position a 
metering chamber is formed and defined between the valve stem and tank 
component and formulation flows from the aerosol container into the metering 
chamber; 

in said second position the metering chamber has a predetermined volume and is 
sealed from the aerosol container; and 

in said third position formulation is released from the metering chamber through the 
valve stem; 
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and wherein: 

the priming means is constructed and arranged such that as the device is primed by 
operating said priming means the valve stem is moved from its first to its second 
position to allow formation and filling of the metering chamber; 
the restraining means is constructed and arranged such that in its blocking position it 
maintains the valve stem in its second position until the trigger means is actuated by 
inhalation through the patient port. 

2.1 Thus, D1 discloses all the technical features of present independent claim 1 . 

Therefore, the subject-matter of clarified claim 1 is not novel in respect to the 
prior art as defined in the regulations (Rule 64(1 )-(3) PCT). Hence, the present 
application does not satisfy the criterion set forth in Article 33(2) PCT. 

3 Dependent claims 2 to 6 do not appear to contain any additional features, which in 
combination with the features of any claim to which they refer, give rise to either 
novel subject-matter (Article 33(2) PCT) as all the features introduced with these 
claims seem to be known while used with a known corresponding effect. 

3.1 In particular: 

- the features of claims 2 to 6 are disclosed in combination with the features of 
claim 1 in D1 (cf. the whole document). Therefore the subject matter of claims 2 
to 6 is not new. 



4 The dispensing device of claims 1 to 6 is industrially applicable, and therefore the 
requirements of Article 33(4)PCT are met. 
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